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DETAILED ACTION 

Claims 1-36 are pending in the present application, and they are subjected to the 
following restrictions. 



Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to 

elect a single invention to which the claims must be restricted. 

Group I, claims 2-18, 31-33, drawn to a method of prolonging expression of a 
heterologous gene encoding a prodrug activating enzyme : and a method of increasing 
the concentration of a chemotherapeutic drug in or in the vicinity of a target cell in a 
mammal. 

Group II, claims 20, 22, 25-26, 34 and 35, drawn to a method of prolonging 
expression of a heterologous gene encoding a therapeutic factor having antiangiogic 
activity : and a method of increasing the concentration of the same therapeutic factor in 
a mammal. 

Group III, claims 20, 22, 25-26, 34 and 35, drawn to a method of prolonging 
expression of a heterologous gene encoding a therapeutic factor having cvotoxic 
activity : and a method of increasing the concentration of the same therapeutic factor in 
a mammal. 



Group IV, claims 20, 22, 25-26, 34 and 35, drawn to a method of prolonging 
expression of a heterologous gene encoding a therapeutic factor having immune 
modulatory activity : and a method of increasing the concentration of the same 
therapeutic factor in a mammal. 

Claims 1, 19, 21, 23-24, 27-30 and 36 link a plurality of different inventions of 

Groups l-V using different heterologous genes having different structures and different 
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chemical properties one from the others. For example, a heterologous gene encoding a 
prodrug activating enzyme of Group I is different from a heterologous gene encoding a 
therapeutic factor having anti-angiogenic activity or cytotoxic activity or 
immunomodulatory activity in Groups ll-IV, respectively. 

Upon the allowance of the linking claims, the restriction requirement as to the 
linked invention shall be withdrawn and any claim(s) depending from or otherwise 
including all the limitations of the allowable linking claim(s) will be entitled to 
examination in the instant application. Applicant(s) are advised that if any such claim(s) 
depending from or including all the limitations of the allowable linking claim(s) is/are 
presented in a continuation or divisional application, the claims or the continuation or 
divisional application may be subject to provisional statutory and/or nonstatutory double 
patenting rejections over the claims of the instant application. Where a restriction 
requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. 
See In re Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129, 131-132(CCPA 1971). See also 
MPEP 804.01. 

The technical feature linking Groups l-IV appears to be that a cell is transduced 
with both a vector encoding a heterologous gene and a vector encoding an apoptosis 
inhibiting agent. 

However at the effective filing date of the present application (3/25/02), at least 
Luo et al (Human Gene Therapy 12:2191-2202, 2001; IDS) already taught a method for 
co-expression of p34 in FasL-transduced vascular smooth muscle (VSM) cells in vivo 
using Ad2/FasL/p35 to promote their survival and enhance FasL-induced apoptosis of 



Application/Control Number: 10/509,533 Page 4 

Art Unit: 1633 

adjacent VSM cells, and thereby facilitate a greater inhibition of neointimal formation 
(see at least the abstract). 

Therefore, the technical feature linking the inventions of Groups l-IV does not 
constitute a special technical feature a defined by PCT Rule 13.2, as it does not 
differentiate the claimed subject matter a whole over the prior art. Since according to 
Rule 13.2 PCT the presence of such a common or corresponding special technical 
feature is an absolute prerequisite for unity to be established, and given that there does 
not appear to be any other technical feature common to the claimed subject matter as a 
whole which might be able to fulfill this role, the currently claimed subject matter lacks 
unity of invention according to Rule 13.1 PCT. 

Consequently, the claimed subject matter is restricted into the above Groups of 
Inventions for the following reasons. 

The currently claimed subject matter (Inventions of Groups l-IV) lacks unity of 
invention according to Rule 13.1 PCT for the following reasons. 

The methods in Groups l-IV are directed to different methods using different 
heterologous genes that do not share the same common structures and they have 
different properties one from the others. For example, the method of Group I is directed 
to a method of prolonging expressing of a heterologous gene encoding a prodrug 
activating enzyme; the method of Group II is drawn to a method of prolonging 
expressing of a heterologous gene encoding a therapeutic factor having anti-angiogenic 
activity; the method of Group III is directed to a method of prolonging expressing of a 
heterologous gene encoding a therapeutic factor having cytotoxic activity; and the 
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method of Group IV is drawn to a method of prolonging expressing of a heterologous 
gene encoding a therapeutic factor having immune modulatory activity. 

Because the currently claimed subject matter lacks unity according to Rule 13.1 
PCT for the reasons set forth above, restriction for examination purposes as indicated is 
proper. 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

Species restriction: 

A. Should Applicants elect Group I . this application contains claims 
directed to more than one species of the generic invention. These species are deemed 
to lack unity of invention because they are not so linked as to form a single general 
inventive concept under PCT Rule 13.1. 

The species are as follows: 

1 . A single species of apoptosis inhibiting agent recited in either claim 
6 or claim 28. 

2. A single species of a prodrug-activating enzyme recited in the 
Markush group of claim 7. 

Should Applicant elect the prodrug-activating cytochrome P450 
enzyme, please further elect a single species of the prodrug- 
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activating cytochrome P45 enzyme recited in the Markush group of 
claim 10. 

3. A single species of a prodrug recited in the Markush group of claim 
8. 

4. A single species of a factor promoting apoptosis recited in the 
Markush group of claim 16. 

5. A single species of a death receptor ligand recited in the Markush 
group of claim 18. 

B. Should Applicants elect any one of the Groups ll-IV , this application 
contains claims directed to more than one species of the generic invention. These 
species are deemed to lack unity of invention because they are not so linked as to form 
a single general inventive concept under PCT Rule 13.1. 

The species are as follows: 

1 . A single species of a therapeutic factor having anti-angiogenic or 
cytotoxic or immune modulatory activity recited in the Markush 
group of either claim 22 or claim 26. 

2. A single species of apoptosis inhibiting agent recited in claim 28. 

Applicant is required, in reply to this action, to elect a single species 
consistent to the elected invention to which the claims shall be restricted if no 
generic claim is finally held to be allowable. The reply must also identify the 
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claims readable on the elected species, including any claims subsequently 
added. An argument that a claim is allowable or that all claims are generic is 
considered non-responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

The species listed above do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, the species lack the same or 
corresponding special technical features for the following reasons: 

1 . Each of the listed species of an apoptosis inhibiting agent in A1 is different 
structurally and chemically one from the others. 

2. Each of the listed species of a prodrug-activating enzyme in A2 is different 
structurally and chemically one from the others. 

3. Each of the listed species of a prodrug in A3 is different structurally and 
chemically one from the others. 

4. Each of the listed species of a factor promoting apoptosis in A4 is different 
structurally and chemically one from the others. 

5. Each of the listed species of a death receptor ligand in A5 is different 
structurally and chemically one from the others. 
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6. Each of the listed species of a therapeutic factor having anti-angiogenic, 
cytotoxic or immune modulatory activity in B1 is different structurally and chemically one 
from the others. 

7. Each of the listed species of an apoptosis inhibiting agent in B2 is different 
structurally and chemically one from the others. 

Each of the aforementioned species is different structurally one from the others. 

Each different structure can be considered to be a "special technical feature"; and 

therefore the listed species lack the same or corresponding special technical features. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Quang Nguyen, Ph.D., whose telephone number is 
(571)272-0776. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
SPE, Joseph T. Woitach, Ph.D., may be reached at (571) 272-0739. 

To aid in correlating any papers for this application, all further 
correspondence regarding this application should be directed to Group Art Unit 
1633; Central Fax No, (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the pubflld. 




